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e the closing of the catheterization lab at Dole VA; 
e policies and procedures at the lab regarding device acquisition and usage; and 
e destruction or disposal of excessive or expired medical devices. 


All of these witnesses are essential in proving our claims regarding illegal 
remuneration provided by Medtronic/ Covidien representatives at the Dole VA cath lab 
and excessive inventory purchases. Several of these persons are also witnesses to 
procedures performed at this lab and could have information as to whether they were 
medically unnecessary and/or involved using devices off-label. It is anticipated that 
Medtronic/ Covidien representatives will deny providing any remuneration. These 
persons are the only ones who could contest this. 


Applicable Touhy Factors Supporting Requests 
(38 C.F.R. § 14.804) 


a. The need to avoid spending the time and money of the United States for private 
purposes and to conserve the time of VA personnel. 


Relator and counsel concede there will be some expenditure of time on behalf of 
VA personnel. This is unavoidable in all Touhy requests. However, we believe it can be 
minimal. There should not be any expenditures of money as Relator is prepared to 
cover any incurred costs for labor, copying, etc., and is willing to cover such costs up 
front. Also, much of this information should be electronic data and not require manual 
retrieval. To that end, Relator is willing to cover any associated IT costs. 


The depositions sought are former employees, thus would not be an expenditure 
of the VA’s. Any current VA personnel who might assist in the depositions (e.g., 
making necessary arrangements, retrieving records for review, etc.) would be 
administrative personnel, thus no medical providers would be taken away from their 
mission to care for our veterans. As indicated above, the depositions are not relatively 
long compared to the seven hours permitted under Federal Rules. An agreement can 
certainly be reached on the length of each deposition. These can be conducted on any 
day, at any time, and at any location (including video conferencing) that is most 
convenient for the VA and deponent. Finally, there will be no expenditure of taxpayer 
dollars for the depositions. Relator will pay for the deposition costs as well as any 
incidental costs (e.g., travel and prep costs, etc.). 


b. How the testimony or production of records would assist the VA in performing its 
statutory duties. 


The mission of the VA is to provide the best medical care and attention to those 
persons who make the ultimate sacrifice for our country — veterans. The testimony and 
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records sought will assist the VA in performing this duty to ensure that veterans do not 
receive unnecessary or harmful medical care and treatment. The records and testimony 
sought will also ensure that taxpayers are not being billed for grossly excessive medical 
devices, unnecessary medical procedures, and purchases of devices from companies 
paying bribes for such sales. 


c. Whether the disclosure of the records or presentation of testimony is necessary to 
prevent the perpetration of fraud or other injustice in the matter in question. 


While the Dole VA cath lab was shut down in August 2018, the disclosure of the 
documents and testimony sought will prevent an injustice in the matter at hand. As 
previously stated, Relator conservatively estimates that over $30 million in devices were 
purchased by Dole VA as the result of illegal remuneration paid by Medtronic / 
Covidien representatives. These same representatives influenced the use of medically 
unnecessary and off-label devices in veteran patients, causing harm to them as a result. 
It would be a gross injustice if this behavior occurred with no repercussions for the 
wrongdoers. 


d. Whether the request is unduly burdensome. 


It will obviously take some time on the VA's behalf to produce the documents 
sought herein. However, as previously stated, Relator is willing to cover costs for any 
production whether it be photocopies or electronic data production. 


Regarding the depositions, Relator believes that these persons are former VA 
personnel, so their time for the depositions will not directly burden the VA. The 
depositions are not going to take much time on the part of the VA. 


e. Whether the testimony or production of records is appropriate or necessary under 
the rules of procedure governing the case. 


The Federal Rules of Civil Procedure fully support production of the testimony 
and records sought. Also, Relator anticipates that a protective order will be entered by 
the court protecting public disclosure of any sensitive or privileged information so 
designated by the VA. 


f. Whether the testimony or production of records would violate a statute, executive 
order, regulation or directive. 


As the VA’s Touhy regulations state, any request that “would violate a 
confidentiality statute’s prohibition against disclosure, disclosure will not be made.” 
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The Relator’s requests do not violate any of the confidentiality statutes identified in the 
VA's Touhy regulations. 


38 U.S.C. § 5701 states in part: 


(b) The Secretary [of VA] shall make disclosure of such files, records, reports, and other 
papers and documents [of current and former Armed Forces members] ... as follows: 
+ + * 
(2) When required by process of a United States court to be produced in any suit 
or proceeding therein pending: 
% & * 
(6) In connection with any proceeding for the collection of an amount owed to 
the United States by virtue of a person’s participation in any benefit program 
administered by the Secretary when in the judgment of the Secretary such. 
disclosure is deemed necessary and proper. 


The Relator has not yet sought the remedy set forth in subsection (2) as he is 
required to first exhaust the Touhy requirements. So, at this time, there is no pending 
order. Subsection (6) clearly applies to this qui tam action. Relator is seeking the 
collection of at least $30 million ($90 million under FCA) owed to the United States as a 
result of illegal bribes being paid in exchange for device purchases at Dole VA. The 
disclosures sought herein are necessary to obtain the amounts owed. 


38 U.S.C. § 5705 states in part: 

(c) For purposes of this section, the term “medical quality-assurance program” means — 
(2) with respect to any activity carried out on or after October 7, 1980, a 
Department systematic health-care review activity designated by the Secretary to 


be carried out by or for the Department for either such purposes*. 


*(“[E]ither such purposes” is defined as “improving the quality of medical care or 
improving the utilization of health-care resources in Department health-care facilities.”) 


(d)(2) An activity may not be considered as having been designated as a medical 
quality-assurance program for the purposes of subsection (c)(2) of this section unless 
the designation has been specified in such regulations. 


Relator does not believe that any of the documents sought herein would be part 


of an activity specifically designated as a medical quality-assurance program, as that is 
defined. Even if this exists for any of the documents or testimony sought, Relator 
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believes that section (b)(1) applies: “... a record or document ... shall, upon request, be 
disclosed as follows:” 


(C) To a criminal or civil law enforcement governmental agency or 
instrumentality charged under applicable law with the protection of the public 
health or safety, if a qualified representative of such agency or instrumentality 
makes a written request that such record or document be provided for a purpose 
authorized by law. 


In this civil FCA claim, the Relator is acting on behalf of the United States 
Government. The information sought—in particular about the medically unnecessary 
and harmful procedures being performed — goes to the protection of the veterans’ 
health and safety. 


38 U.S.C. § 7332 states in part: 


(a)(1) Records of the identity, diagnosis, prognosis, or treatment of any patient ... 
relating to drug abuse, alcoholism or alcohol abuse, infection with the human 
immunodeficiency virus, or sickle cell anemia ... shall ... be confidential. 


Relator is not seeking any records or testimony regarding these conditions. Data 
regarding the devices at issue will not contain this information. Regardless, any 
information that might include a patient’s name or identity can be redacted (see § 
5705(b)(2)). In addition, Relator anticipates that a protective order will be in place from 
the court that will permit documents and testimony to be kept “confidential” under that 
order’s terms. 

g. Whether the testimony or production of records, except when in camera and 
necessary to assert a claim of privilege, would reveal information properly 
classified pursuant to applicable statutes or Executive Orders. 


Relator does not believe this factor applies. 


h. Whether the testimony would interfere with ongoing law enforcement proceedings, 
compromise constitutional rights, compromise national security interests, hamper 
VA or private health care research activities, reveal sensitive patient or beneficiary 
information, interfere with patient care, disclose trade secrets or similarly 
confidential commercial or financial information or otherwise be inappropriate 
under the circumstances. 


There are no constitutional rights or national security interests implicated by the 
documents or testimony Relator requests. It does not hamper any “research activities.” 
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While Relator does not believe it seeks disclosure of sensitive patient information, as 
previously stated, redaction and a protective order provide a remedy. These requests 
will not interfere with patient care as the effort required by the VA would be from 
administrative personnel, and if anything, this will go to help patient care. The 
requested deponents are no longer employed at Dole VA, so the time away for 
deposition will not interfere with patient treatment. Finally, there are no trade secrets 
covered under these requests. 


i. Whether such release or testimony reasonably could be expected to result in the 
appearance of VA or the Federal government favoring one litigant over another. 


j. Whether such release or testimony reasonably could be expected to result in the 
appearance of VA or the Federal government endorsing or supporting a position 
advocated by a party to the proceeding. 


The records and testimony sought are objectively what they are. If the 
Defendants in this case have committed no wrongdoing regarding Relator’s allegations, 
then this information will support their defenses. Relator is not asking for any opinions 
(expert or lay) or for the VA to take any sides. Relator is just seeking factual 
information that is in the VA’s sole possession. Their disclosure could equally benefit 
or harm either party in this case. 


k. The need to prevent the public’s possible misconstruction of variances between — 
personal opinions of VA personnel and VA or Federal policy. 


The records and testimony Relator requests will not include or require any 
opinions by VA personnel. There cannot be any variances of opinions since none are 
sought. In fact, producing the requested documents and testimony will align with the 
VA and Federal government's policy of watching out and caring for our veterans as 
well a taxpayers’ dollars. 


1. The need to minimize VA’s possible involvement in issues unrelated to its mission. 
The Relator’s case does not involve issues that are unrelated or only tangentially 

related to the VA and its mission. Rather, this case directly relates to the VA’s mission 

of caring for our veterans and ensuring taxpayers’ monies are being spent to further this 


cause. 


m. Whether the demand or request is within the authority of the party making it. 


US-000552 


Case 2:22-cv-02209-DDC-KGG Document 14-3 Filed 10/26/22 Page 6 of 113 


DONELON, P.C. 
page 14 


January 4, 2022 


the law office oF 


Relator has a pending lawsuit against the defendants in federal court. Under the 
FCA, he is alleging that these defendants committed fraud against the VA. The relator 
and counsel have the authority to make this request. 


n. Whether the demand or request is sufficiently specific to be answered. 


Relator and counsel have endeavored to be as specific as possible identifying the 
documents sought and topics to be covered at the depositions. And as previously 
stated, if there are any questions as to what specifically has been requested, Relator and 
counsel are available to discuss and clarify, narrow, or modify requests as necessary. 


o. Other matters or concerns presented for consideration in making the decision. 


Again, if the VA has any concerns or questions relating to the requests, Relator 
proposes a discussion of those concerns and questions. It is Relator’s sincere hope that 
any such disputes can be resolved. 


Conclusion 


While the United States and the VA are potential benefactors of this qui tam 
litigation, Relator is ultimately fighting for our veterans and our country. This is a 
noble and honorable pursuit that justifies the effort requested. The witnesses Relator 
has worked with all came forward due to the waste and harm caused to veterans at 
Dole VA. As one witness stated regarding medically unnecessary treatment (quoted in 
the Third Amended Complaint): 


““T got to the point where I was uncomfortable with the way cases were 
going.” “The treatment of veterans . . . seeing an artery that was open, the 
physician would go in and balloon it and just destroy the artery and then 
follow it up with a stent.” “I couldn’t stomach what was going on, so 
that’s why ultimately just left and never went back.” Healthcare 
Professional #1 had to inform the company sales manager that Dole VA 
would no longer be a potential client. The representative told him, “I’m 
not going to be involved in something that feels bad and I cannot imagine 
treating a veteran so poorly.” 


It is Relator’s sincere hope that the VA will fully consider the requests made 


herein. We realize it will take time to assess this request and decide. Our client looks 
forward to hearing from you. 


¥ 
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DAN J. DONELON 


BJD/bd 
cc: John Fleenor - Asst. U.S. Attorney District of Kansas 
via email: Jon.Fleenor@usdoj.gov 
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February 24, 2022 


Federal Express and Email 


Mr. Christopher Connor 

Chief FOIA & Privacy Officer 

Department of Veterans Affairs- Office of Inspector General 
810 Vermont Avenue, NW 

Washington, DC 20420 

vacofoiaservice@va.gov 


Mr. Dennis McGuire 

Chief Counsel 

Office of General Counsel- Midwest District 
441 Wolf Ledges Parkway, Suite 403 

Akron, Ohio 44311 


Re: Request for Documents & Depositions under Touhy Regulations 
U.S. ex rel. Schroeder v. Medtronic, Inc., et al. 
D.Kan. case no.: 2:17-02060-DCC-KGG 


Dear Mr. Connor & Mr. McGuire: 


This is a follow-up request to the letter our office sent to you dated January 4, 
2022 in the above referenced matter. On behalf of our client Relator Thomas Schroeder 
in the above captioned case, our office is hereby making an additional Touhy request (38 
C.F.R. § 14.800 et seq.) for the production of documents solely in the possession of the 
United States Veterans Administration (“VA”). 


In additional to the claims of illegal kickbacks brought by Relator against 
Medtronic, Inc. under Anti-Kickback Statute (“AKS”), 42 U.S.C. § 1320a-7b(b), set forth 
in the January 4 letter, Relator has also asserted claims for medically unnecessary 
treatment and off/label use of devices against Medtronic under the False Claims Act, 31 
US.C. § 3729, et seq. (“FCA”). In particular, in the Third Amended Complaint, Relator 
alleges that Medtronic, through its representatives, promoted the unnecessary use of 
the following peripheral vascular medical devices for patients at the Robert J. Dole 
Veterans Administration Center (“Dole VA”): atherectomies, stents, balloons, and 
angioplasty. In turn, these medically unnecessary procedures were performed at Dole 
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VA by the Wichita Radiology Group— which in turn submitted claims for payment to 
the VA for this treatment. 


On behalf of the Relator in this matter, we are making the following additional 
document/ data request for the period of time from January 30, 2011 through August 
2018: 


8. Documents (or data queried and downloaded from any data storage 
system — preferably in Excel or .csv format) reflecting any of the following information 
pertaining to any procedure performed by Wichita Radiology Group at the Dole VA 
catherization/ cardiac laboratories/ radiology suites: (a) patient identification number, 
(b) date of procedure, (c) description of procedure performed, (d) identity of and 
quantity of any medical devices used in procedure, (e) physician(s) performing 
procedure, and (f) identity of any other person present during procedure. 


It is our understanding that the location for storing data on procedures and 
devices used during any operative or invasive procedure is within the patient record in 
VISTA/CPRS—the VHA electronic medical record. In the case of the cath lab, the 
vendor cath lab monitoring system (e.g. GE MacLab) that comes with the imaging 
system is designed to capture and record these data points during the procedure and 
send a report to VISTA/CPRS. The VA has also created its own database known as 
CART that provides additional data capture in a standardized format with the VHA 
electronic system and integrates with the cath lab monitoring system and 
VISTA/CPRS. There are then various modules within CART for cardiovascular, 
peripheral artery disease and electrophysiology. 


If this data exists, it will support Relator’s claim of medically unnecessary and 
excessive devices were used in these procedures. It will also support claims that 
devices were used off label in medically unnecessary procedures. There is no other 
source to obtain these documents. Only the VA would have them. 


The parties in the above-referenced case have recently entered into a Protective 
Order governing confidential records which can be utilized by third parties such as the 
VA. Acopy is attached for your convenience. However, we believe the data requested 
would not identify any patient (other than by an ID number). 


Relator would refer the VA to his prior discussion of the Touhy factors set forth in 
his January 4 letter. 


Again, it is Relator’s sincere hope that the VA will fully consider the request 


made herein. We realize it will take time to assess this request and decide. Our client 
looks forward to hearing from you. 
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Sincerel 
\ 


BJD/bd 
ce: John Fleenor - Asst. U.S. Attorney District of Kansas 
via email: Jon.Fleenor@usdoj.gov 


Encl: Protective Order entered 2/22/2022 
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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF KANSAS 


ex rel. THOMAS SCHROEDER 
Plaintiff, 

Vv. Case No. 2:17-cv-02060-DCC-KGG 

MEDTRONIC, INC., 


and 


HUTCHINSON REGIONAL 


) 

) 

) 

) 

) 

) 

) 

) 

) 

MEDICAL CENTER, ) 
) 

Defendants. ) 

) 


PROTECTIVE ORDER 


The parties agree during the course of discovery it may be necessary to disclose 
certain confidential information relating to the subject matter of this action. They agree 
certain categories of such information should be treated as confidential, protected from 
disclosure outside this litigation, and used only for purposes of prosecuting or defending 
this action and any appeals. The parties jointly request entry of a protective order to limit 
the disclosure, dissemination, and use of certain identified categories of confidential 
information. 

The parties assert in support of their request that protection of the identified 


categories of confidential information is necessary because: 
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® Relator’s claims may involve or put at issue personal information of 
individuals who are not a party to the case, including confidential 
information related to medical care, employment, or financial information; 


e Relator’s claims may involve or put at issue commercial information pursuant to 
Fed. R. Civ. P. 26(c)(1)(G) and the parties are business competitors. 


For good cause shown under Fed. R. Civ. P. 26(c), the court grants the parties’ Joint 
Motion for Protective Order (ECF No. 101) and hereby enters the following Protective 
Order: 

I Scope. All documents and materials produced in the course of discovery of 
this case, including initial disclosures, responses to discovery requests, all deposition 
testimony and exhibits, and information derived directly therefrom (hereinafter, 
collectively, “documents”), are subject to this Order concerning Confidential Information 
as set forth below. As there is a presumption in favor of open and public judicial 
proceedings in the federal courts, this Order will be strictly construed in favor of public 
disclosure and open proceedings wherever possible. 

ya Definitions. 

a. “Attorney” means an attorney who has appeared as counsel of record in 
this action; 
b. “Confidential” or “Confidential Information” is defined as information that 

the producing party designates in good faith has been previously maintained in a 

confidential manner and should be protected from disclosure and use outside the 


litigation because its disclosure and use are restricted by statute or could 
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potentially cause harm to the interests of the disclosing party or nonparties. For 
purposes of this Order, the parties will limit their designation of “Confidential 
Information” to the following categories of information or documents: 
i. Personal information on parties or individuals, including medical 
information and records, employment information, and financial 


information; and 


ii. Confidential commercial information pursuant to Fed. R. Civ. P. 


26(c)(1)(G). 
Information or documents that are available to the public may not be designated as 
Confidential Information. 

c. “Confidential — Attorney’s Eyes Only” means Confidential information or 
documents designated as Attorney’s Eyes Only pursuant to Section 3(b) below; 

d. To “destroy” electronically stored information means to delete from all 
databases, applications, and file systems so that the information is not accessible 
without the use of specialized tools or techniques typically used by a forensic expert; 

e. “Document” means documents and materials produced in the course of 
discovery of this case, including initial disclosures, responses to discovery requests, 
all deposition testimony and exhibits, and information derived directly therefrom; 

f. “Notice” or “notify” means written notice; and 

g. “Party” means a party to this action, and for Defendants includes employees, 


agents, and representatives. 
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3. Form and Timing of Designation. 

a. The producing party or non-party may designate documents as containing 
Confidential Information and therefore subject to protection under this Order by marking 
or placing the words “CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER” 
(hereinafter, “the marking”) on the document and on all copies in a manner that will not 
interfere with the legibility of the document. 

b. If the confidential documents contain highly sensitive trade secrets or other 
highly sensitive competitive or confidential information, and disclosure to another party 
would result in demonstrable harm to the disclosing party, the parties may stipulate or move 
for the establishment of an additional category of protection (marked “Confidential — 
Attorneys’ Eyes Only”) that prohibits disclosure of such documents or information to that 
category or that limits disclosure only to specifically designated in-house counsel or party 
representative(s) whose assistance is reasonably necessary to the conduct of the litigation 
and who agree to be bound by the terms of the Order. 

c. As used in this Order, “copies” includes electronic images, duplicates, extracts, 
summaries, or descriptions that contain the Confidential Information. 

d. The marking will be applied prior to or at the time the documents are produced 
or disclosed. Applying the marking to a document does not mean that the document has 
any status or protection by statute or otherwise except to the extent and for the purposes of 


this Order. Copies that are made of any designated documents must also bear the marking, 
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except that indices, electronic databases, or lists of documents that do not contain 
substantial portions or images of the text of marked documents and do not otherwise 
disclose the substance of the Confidential or Confidential Attorney Eyes Only are not 
required to be marked. By marking a designated document as confidential, the designating 
attorney or party appearing pro se thereby certifies that the document contains Confidential 
or Confidential Attorney Eyes Only information as defined in this Order. 

e. All documents produced by such non-parties shall be treated as “Confidential” 
for a period of 14 days from the date of their production, and during that period any party 
may designate such documents as “Confidential” or invoke the process set forth in 
paragraph 3b for “Confidential Attorney’s Eyes Only” pursuant to the terms of the 
Protective Order. 

4. Inadvertent Failure to Designate. Inadvertent failure to designate any 
document or material as containing Confidential or Confidential Attorney Eyes Only 
information will not constitute a waiver of an otherwise valid claim of confidentiality 
pursuant to this Order, so long as a claim of confidentiality is asserted within 15 days after 
discovery of the inadvertent failure. 

5. Depositions. Deposition testimony will be deemed confidential only if 
designated as such when the deposition is taken or within 30 days after receipt of the 
deposition transcript. Such designation must be specific as to the portions of the transcript 


and/or any exhibits to be protected. 
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If a witness is expected to testify as to confidential or proprietary information, a 
party may request that the witness’s deposition be taken in the presence of only those 
persons entitled to receive the designated documents. 

6. Protection of Confidential Material. 

(a) General Protections. Designated Confidential or Confidential 
Attorneys Eyes Only information must be used or disclosed solely for purposes of 
prosecuting or defending this lawsuit, including any appeals or any other related legal 
proceeding brought by one of the parties to this litigation. 

(b) Who May View Designated Confidential Information. Except 
with the prior written consent of the designating party or prior order of the court, designated 
Confidential Information may only be disclosed to the following persons: 

(1) The parties to this litigation, including any employees, agents, 

and representatives of the parties; 
(2) Counsel for the parties and employees and agents of counsel; 


(3) The court and court personnel, including any special master 
appointed by the court, and members of the jury; 


(4) Court reporters, recorders, and videographers engaged for 
depositions; 


(5) | Any mediator appointed by the court or jointly selected by the 
parties; 


(6) Any expert witness, outside consultant, or investigator retained 
specifically in connection with this litigation, but only after 
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such persons have completed the certification contained in 
Attachment A, Acknowledgment and Agreement to be Bound; 


(7) _ Any potential, anticipated, or actual fact witness and his or her 
counsel, but only to the extent such confidential documents or 
information will assist the witness in recalling, relating, or 
explaining facts or in testifying, and only after such persons 
have completed the certification contained in Attachment A; 


(8) | Theauthor or recipient of the document (not including a person 
who received the document in the course of the litigation); 


(9) Independent providers of document reproduction, electronic 
discovery, or other litigation services retained or employed 


specifically in connection with this litigation; and 


(10) Other persons only upon consent of the producing party and on 
such conditions as the parties may agree. 


(c) Who May View Designated Confidential Attorney Eyes Only 
Information. Documents designated as “Confidential Attorney Eyes Only” may be used 
only in this action, and no person receiving any such documents shall, directly or indirectly, 
transfer, disclose, or communicate in any way the contents of the documents except to those 
specified in Section 3(b). 

(d) Control of Documents. The parties must take reasonable efforts to 
prevent unauthorized or inadvertent disclosure of documents designated as containing 
Confidential or Confidential Attorney Eyes Only information pursuant to the terms of this 
Order. Counsel for the parties must maintain a record of those persons, including 


employees of counsel, who have reviewed or been given access to the documents, along 
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with the originals of the forms signed by those persons acknowledging their obligations 
under this Order. 

Te Filing of Confidential or Confidential Attorney Eyes Only Information. 
Ifa party seeks to file any document containing Confidential or Confidential Attorney Eyes 
Only information subject to protection under this Order, that party must take appropriate 
action to ensure that the document receives proper protection from public disclosure, such 
as: (a) filing a redacted document with the consent of the party who designated the 
document as confidential; or (b) seeking permission to file the document under seal by 
filing a motion for leave to file under seal in accordance with D. Kan. Rule 5.4.6. Nothing 
in this Order will be construed as a prior directive to allow any document to be filed under 
seal. The mere designation of information as confidential pursuant to this Order is 
insufficient to satisfy the court’s requirements for filing under seal in light of the public’s 
qualified right of access to court dockets. The parties understand that the requested 
documents may be filed under seal only with the permission of the court after proper 
motion. If the motion is granted and the requesting party permitted to file the requested 
documents under seal, only counsel of record and unrepresented parties will have access 
to the sealed documents. Pro hac vice attorneys must obtain sealed documents from local 
counsel. 

8. Challenges to a Confidential Designation. The designation of any material 


or document as Confidential Information is subject to challenge by any party. Before filing 
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any motion or objection to a confidential designation, though, the objecting party must 
meet and confer in good faith to resolve the objection informally without judicial 
intervention. A party that elects to challenge a confidentiality designation may file a 
motion that identifies the challenged material and sets forth in detail the basis for the 
challenge; the parties are strongly encouraged to consider arranging a telephone conference 
with the undersigned magistrate judge before filing such a motion, but such a conference 
is not mandatory. The burden of proving the necessity of a confidentiality designation 
remains with the party asserting confidentiality. Until the court rules on the challenge, all 
parties must continue to treat the materials as Confidential Information under the terms of 
this Order. 

9. Use of Confidential or Confidential Attorney Eyes Only Documents or 
Information at Trial or Hearing. Nothing in this Order will be construed to affect the 
use of any document, material, or information at any trial or hearing. A party that intends 
to present or anticipates that another party may present Confidential or Confidential 
Attorney Eyes Only information at a hearing or trial must bring that issue to the attention 
of the court and the other parties without disclosing the designated information. The court 
may thereafter make such orders as are necessary to govern the use of such documents or 
information at the hearing or trial. 

10. Obligations on Conclusion of Litigation. 


(a) Order Remains in Effect. Unless otherwise agreed or ordered, all 
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provisions of this Order will remain in effect and continue to be binding after conclusion 
of the litigation. 

(b) Return of Confidential Documents. Within 45 days after this 
litigation concludes by settlement, final judgment, or final order, including all appeals, all 
documents designated as containing Confidential or Confidential Attorney Eyes Only 
Information, including copies as defined above, will be returned or destroyed by the 
receiving party. The producing party shall be notified of compliance with this provision. 
This provision does not apply to the attorneys’ retention of their attorney-client files. 

(c) Retention of Work Product. Notwithstanding the above 
requirements to return or destroy documents, counsel may retain attorney work product, 
including an index which refers or relates to designated Confidential or Confidential 
Attorneys Eyes Only information, so long as that work product does not duplicate verbatim 
substantial portions of the text or images of designated documents. This work product will 
continue to be confidential under this Order. 

11. Order Subject to Modification. This Order is subject to modification by 
the court on its own motion or on motion of any party or any other person with standing 
concerning the subject matter. The Order must not, however, be modified until the parties 
have been given notice and an opportunity to be heard on the proposed modification. 

12. Enforcement of Protective Order. Even after the final disposition of this 


case, a party or any other person with standing concerning the subject matter may file a 
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motion to seek leave to reopen the case for the limited purpose of enforcing or modifying 
the provisions of this Order. 

13. No Prior Judicial Determination. This Order is entered based on the 
representations and agreements of the parties and for the purpose of facilitating discovery. 
Nothing in this Order will be construed or presented as a judicial determination that any 
document or material designated as Confidential Information by counsel or the parties is 
entitled to protection under Fed. R. Civ. P. 26(c) or otherwise until such time as the court 
may rule on a specific document or issue. 

14. Persons Bound by Protective Order. This Order will take effect when 
entered and is binding upon all counsel of record and their law firms, the parties, and 
persons made subject to this Order by its terms. 

15. Applicability to Parties Later Joined. If additional persons or entities 
become parties to this lawsuit, they must not be given access to any Confidential 
Information until they execute and file their written agreement to be bound by the 
provisions of this Order. 

16. Protections Extended to Third-Party’s Confidential Information. The 
parties agree to extend the provisions of this Protective Order to Confidential Information 
produced in this case by third parties, if timely requested by the third party. 

17. Confidential Information Subpoenaed or Ordered Produced in Other 


Litigation. If a receiving party is served with a subpoena or an order issued in other 
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litigation that would compel disclosure of any material or document designated in this 
action as Confidential Information, the receiving party must so notify the designating party, 
in writing, immediately and in no event more than three business days after receiving the 
subpoena or order. Such notification must include a copy of the subpoena or court order. 

The receiving party also must immediately inform in writing the party who caused 
the subpoena or order to issue in the other litigation that some or all of the material covered 
by the subpoena or order is the subject of this Order, and deliver a copy of this Order 
promptly to the party in the other action that caused the subpoena to issue. 

The purpose of imposing these duties is to alert the interested persons to the 
existence of this Order and to afford the designating party in this case an opportunity to try 
to protect its Confidential Information in the court from which the subpoena or order 
issued. The designating party bears the burden and the expense of seeking protection in 
that court of its Confidential Information, and nothing in these provisions should be 
construed as authorizing or encouraging a receiving party in this action to disobey a lawful 
directive from another court. The obligations set forth in this paragraph remain in effect 
while the party has in its possession, custody, or control Confidential Information 
designated by the other party to this case. 

18. Disclosure of Confidential Information Covered by Attorney-Client 
Privilege or Work Product. Whether inadvertent or otherwise, the disclosure or 


production of any information or document that is subject to an objection on the basis of 
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attorney-client privilege or work-product protection, including, but not limited to, 
information or documents that may be considered Confidential Information under the 
Protective Order, will not be deemed to waive a party’s claim to its privileged or protected 
nature or estop that party or the privilege holder from designating the information or 
document as attorney-client privileged or subject to the work-product doctrine at a later 
date. Any party receiving any such information or document must return it upon request 
to the producing party. Upon receiving such a request as to specific information or 
documents, the receiving party must return the information or documents to the producing 
party within 30 days, regardless of whether the receiving party agrees with the claim of 
privilege and/or work-product protection. Disclosure of the information or document by 
the other party prior to such later designation will not be deemed a violation of the 
provisions of this Order. Although the provisions of this section constitute an order 
pursuant to Rule 502(d) and (e) of the Federal Rules of Evidence, and will be construed in 
a manner consistent with the maximum protection provided by said rule, nothing in this 
Order is intended or will be construed to limit a party’s right to conduct a review of 
documents, including electronically-stored information, for relevance, responsiveness, or 
segregation of privileged or protected information before production. 

19. Jurisdiction. The court’s jurisdiction to enforce the provisions of this Order 
will terminate on the final disposition of this case. But a party may file a motion to seek 


leave to reopen the case to enforce the provisions of this Order. 
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IT ISSO ORDERED. 


Dated: February 22, 20222 


/S KENNETH G, GALE 
U.S. Magistrate Judge 
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ATTACHMENT A 
ACKNOWLEDGMENT AND AGREEMENT TO BE BOUND 

The undersigned hereby acknowledges that he/she has read the Protective Order 
dated in the case captioned, ; 
and attached hereto, understands the terms thereof, and agrees to be bound by its terms. 
The undersigned submits to the jurisdiction of the United States District Court for the 
District of Kansas in matters relating to this Protective Order and understands that the terms 
of the Protective Order obligate him/her to use materials designated as Confidential 
Information in accordance with the order solely for the purposes of the above-captioned 
action, and not to disclose any such Confidential Information to any other person, firm, or 
concern, except in accordance with the provisions of the Protective Order. 

The undersigned acknowledges that violation of the Protective Order may result in 
penalties for contempt of court. 
Name: 
Job Title: 
Employer: 


Business Address: 


Date: 
Signature 
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After printing this label: 

1. Use the 'Print’ button on this page to print your label to your laser or inkjet printer. 

2. Fold the printed page along the horizontal line. 

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned. 


Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes Is fraudulent and could result in additional billing charges, along with the cancellation of your 
FedEx account number. 

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be responsible for any claim in excess of $100 per 
package, whether the result of loss, damage, delay, non-delivery,misdelivery,or misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a timely 
claim.Limitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, attorney's 
fees, costs, and other forms of damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual documented 
loss.Maximum for items of extraordinary value is $1,000, e.g. jewelry, precious metals, negotiable instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time 
limits, see current FedEx Service Guide. 
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the law office of www.donelonpc.com 


brendan j. donelon 
brendan@donelonpc.com 


April 26, 2022 


Via Federal Express 


Mr. Christopher Connor 

Chief FOIA & Privacy Officer 

Department of Veterans Affairs- Office of Inspector General 
810 Vermont Avenue, NW 

Washington, DC 20420 


Mr. Dennis McGuire 

Chief Counsel 

Office of General Counsel- Midwest District 
441 Wolf Ledges Parkway, Suite 403 

Akron, Ohio 44311 


Re: Request for Documents & Depositions under Touhy Regulations 
U.S. ex rel. Schroeder v. Medtronic, Inc., et al. 
D.Kan. case no.: 2:17-02060-DCC-KGG 


Dear Mr. Connor & Mr. McGuire: 


As required by the Touhy regulations, on January 4, 2022, our office sent a 
request for documents and request to depose identified employees of the U.S. Veterans 
Administration regarding the above captioned matter—a claim under the False Claims 
Act/ Anti-Kickback Statute. Our records indicate that Mr. McGuire received this letter 
on January 10, 2022, and Mr. Connor received it on January 13, 2022. 


To date we have not heard any response from your offices regarding this request. 
Please provide us some feedback on when we can expect to hear from you. 


420 ni 5.5 suite 200 kansas city mo 64112 816.221.7100 facsimile. 816.709.1044 
85086575 
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the law office of 


DONELON, P.C. | erssosstesse.com 


page 2 
April 26, 2022 
eat 
B J]. DONELON 
BJD/bd 


ce: John Fleenor - Asst. U.S. Attorney District of Kansas 
via email: Jon.Fleenor@usdoj.gov 
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After printing this label: 

1. Use the ‘Print’ button on this page to print your label to your laser or inkjet printer. 

2. Fold the printed page along the horizontal line. 

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned. 


Warning: Use only the printed original label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could result in additional billing charges, along with the cancellation of your 
FedEx account number, 

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be responsible for any claim in excess of $100 per 
package, whether the result of loss, damage, delay, non-delivery,misdelivery,or misinformation, unless you declare a higher value, pay an additional charge, document your actual loss and file a timely 
claim.Limitations found in the current FedEx Service Guide apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, attorney's 
fees, costs, and other forms of damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual documented 
loss.Maximum for items of extraordinary value is $1,000, e.g. jewelry, precious metals, negotiable instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time 
limits, see current FedEx Service Guide. 


Kiteaclinemactnsse sabia ic tle scetttes Rerneendenorcheeeliaticatieatoeetentivnsn 1/1 


Case 2:22-cv-02209-DDC-KGG Document 14-3 Filed 10/26/22 Page 31 of 113 


Department of Veterans Affairs 
Office of Inspector General 
Washington, DC 20420 


August 15, 2022 


Brendan J. Donelon 

Donelon Law Office 

4600 Madison Avenue, Suite 810 

Kansas City Missouri 64112 

[Sent via U.S. Mail and via fax # 816.709.1044] 


Ref: § Thomas Schroder v. Medtronic, Inc., et al. 
Civil Action 2:17-02060-DCC-KGG (District of Kansas) 


Mr. Donelon: 


On January 20, 2022, the Office of Inspector General, U.S. Department of Veterans Affairs (VA 
OIG) received your correspondence requesting specific records for the referenced case, submitted 
under 38 C.F.R. §§ 14.800— 810 (VA Touhy Regulations). This office also received your February 
24, 2022, and April 26, 2022, follow-up correspondence. Per 38 C.F.R. § 14.807, the Counselor 
to the VA Inspector General is the responsible official for receiving and responding to requests for 
testimony or records under VA OIG control. That responsibility is currently delegated to my 
office. 


As a preliminary matter, VA OIG is an independent component of the VA. The VA OIG is 
required by statute to preserve its independence and impartiality per the Inspector General Act of 
1978, as amended, 5 U.S.C. App. 3, see especially section 9(a). In that context, coordination 
between VA OIG and other VA components on record requests is limited and this response 
represents the separate response of VA OIG, not the entire response of the Department of Veterans 
Affairs. This response is also limited to that portion of your request pertaining to VA OIG records. 
For your request, VA OIG coordinated with the VA Office of Chief Counsel (Midwest District) 
and that office provided a copy of their June 15, 2022, response, denying your requests. 


Specifically, one portion of your request relates to OIG records: 

Request # 1. Documents that address any complaints or investigation into conduct at the Dole VA's 
catheterization lab involving Medtronic, Inc. or Covidien, Inc., or their representatives (e.g., 
documents from [. . .] Office of Inspector General [. . .]. 


Under VA Touhy Regulations, VA OIG may produce agency records or provide testimony in such 
proceedings only if the Counselor to the VA Inspector General determines that the disclosure is 
appropriate based on the factors, requirements, and procedures set forth in 38 C.F.R. §§ 14.804- 
807. In determining whether to authorize the release of documents this Office must consider the 
factors identified in 38 C.F.R. § 14.804. This includes the need to avoid spending the time and 
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money of the United States for private purposes, to conserve the time of VA personnel for 
conducting their official duties, and to minimize the possible involvement in issues unrelated to 
the VA OIG mission. More importantly, to the extent the information you seek is protected by 
various confidentiality statutes and regulations, (including but not limited to various provisions 
within the Freedom of Information Act (FOIA), the Privacy Act, and HIPAA), the agency must 
have authority under each of the applicable statutes and the implementing regulations before any 
information may be released. In addition, VA's Touhy regulations are not a means to circumvent 
the discovery process. See Touhy v. Ragen, 340 U.S. 462, 71 S.Ct. 416, 95 L.Ed. 417 (1951). 


We considered the portion of your request that relates to VA OIG records and determined that VA 
OIG will not authorize the production of documents you seek. The United States declined to 
intervene in this matter and the Department of Veterans Affairs is a non-party. Producing 
responsive documents could result in the appearance of VA OIG supporting one private litigant 
over another. 38 C.F.R. § 14.804). Further, producing documents would require VA OIG 
involvement in issues unrelated to our mission and the use of time and money of the United States 
for private purposes. 38 C.F.R. § 14.804(a) and (1). 


Respectfully, 


Christopher Connor 
Chief, Office of Information Release 


Copy to: 

Office of Chief Counsel, Midwest District 
Department of Veterans Affairs 

1201 Walnut Street, Suite 800 

Kansas City, MO 64106 
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From: Brendan Donelon 

To: Connor, Christopher (OIG) 

Cc: Hunter, Kathleen M. (OGC); Rudie, Jason (OGC) 

Subject: [EXTERNAL] U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-02060-DCC-KGG 
Date: Friday, August 19, 2022 10:29:36 AM 

Attachments: Touhy Denial US VA office 08-15-22.pdf 


Touhy request VA 07-01-22.pdf 


Dear Mr. Connor, 


Our office is in receipt of your letter dated Aug. 15, 2022 regarding our client’s Touhy 
request related to the above captioned matter. 


Our two Touhy request letters referenced in your August 15 correspondence included 
eight categories of documents requested. Your letter addressed request #1. 


In working with VA counsel Kathleen Hunter and Jason Rudie on other document 
request categories, they have informed me that your office would be responding to 
request nos. 3 and 4 as well (see attached correspondence). 


As you may be aware, there is a current APA case on file in the District of Kansas to 
compel responses to all our Touhy requests. In order to obtain a “final decision” from 
this agency, we will need responses for requests nos. 3 and 4. Iam sure you and 
counsel Hunter and Rudie can work this out, but we wanted to call this issue to your 
attention. 


Please let me know if you have any questions or concerns. 
Thanks. 


Brendan J. Donelon 
816.221.7100 fax: 816.709.1044 


brendan@donelonpc.com www.donelonpc.com 


the law office of 


4600 madison 


DONELON, P.C. | site 810 


kansas city mo 64112 

KANSAS CITY ST. LOUIS 
NOTE: The Missouri Bar Disciplinary Counsel requires all Missouri lawyers to notify all recipients of e-mail that (1) e-mail communication 
is not a secure method of communication, (2) any e-mail that is sent to you or by you may be copied and held by various computers it 
passes through as it goes from me to you or vice versa, and (3) persons not participating in our communications may intercept them by 
improperly accessing your computer or my computer or even some computer unconnected to either of us through which the e-mail 
passed. If you do not consent to communicate via e-mail and want future communications to be sent in a different fashion, please let me 
know immediately. If you incorrectly received this email, please call 816-221-7100. 
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Department of Veterans Affairs 
Office of Inspector General 
Washington, DC 20420 


August 15, 2022 


Brendan J. Donelon 

Donelon Law Office 

4600 Madison Avenue, Suite 310 

Kansas City Missouri 64112 

[Sent via U.S. Mail and via fax # 816.709.1044] 


Ref: Thomas Schroder v. Medtronic, Inc., et al. 
Civil Action 2:17-02060-DCC-KGG (District of Kansas) 


Mr. Donelon: 


On January 20, 2022, the Office of Inspector General, U.S. Department of Veterans Affairs (VA 
OIG) received your correspondence requesting specific records for the referenced case, submitted 
under 38 C.F.R. §§ 14.800 — 810 (VA Touhy Regulations). This office also received your February 
24, 2022, and April 26, 2022, follow-up correspondence. Per 38 C.F.R. § 14.807, the Counselor 
to the VA Inspector General is the responsible official for receiving and responding to requests for 
testimony or records under VA OIG control. That responsibility is currently delegated to my 
office. 


As a preliminary matter, VA OIG is an independent component of the VA. The VA OIG is 
required by statute to preserve its independence and impartiality per the Inspector General Act of 
1978, as amended, 5 U.S.C. App. 3, see especially section 9(a). In that context, coordination 
between VA OIG and other VA components on record requests is limited and this response 
represents the separate response of VA OIG, not the entire response of the Department of Veterans 
Affairs. This response is also limited to that portion of your request pertaining to VA OIG records. 
For your request, VA OIG coordinated with the VA Office of Chief Counsel (Midwest District) 
and that office provided a copy of their June 15, 2022, response, denying your requests. 


Specifically, one portion of your request relates to OIG records: 

Request # 1. Documents that address any complaints or investigation into conduct at the Dole VA's 
catheterization lab involving Medtronic, Inc. or Covidien, Inc., or their representatives (e.g., 
documents from [. . .] Office of Inspector General [. . .]. 


Under VA Touhy Regulations, VA OIG may produce agency records or provide testimony in such 
proceedings only if the Counselor to the VA Inspector General determines that the disclosure is 
appropriate based on the factors, requirements, and procedures set forth in 38 C.F.R. §§ 14.804- 
807. In determining whether to authorize the release of documents this Office must consider the 
factors identified in 38 C.F.R. § 14.804. This includes the need to avoid spending the time and 
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money of the United States for private purposes, to conserve the time of VA personnel for 
conducting their official duties, and to minimize the possible involvement in issues unrelated to 
the VA OIG mission. More importantly, to the extent the information you seek is protected by 
various confidentiality statutes and regulations, (including but not limited to various provisions 
within the Freedom of Information Act (FOIA), the Privacy Act, and HIPAA), the agency must 
have authority under each of the applicable statutes and the implementing regulations before any 
information may be released. In addition, VA's Touhy regulations are not a means to circumvent 
the discovery process. See Touhy v. Ragen, 340 U.S. 462, 71 S.Ct. 416, 95 L.Ed. 417 (1951). 


We considered the portion of your request that relates to VA OIG records and determined that VA 
OIG will not authorize the production of documents you seek. The United States declined to 
intervene in this matter and the Department of Veterans Affairs is a non-party. Producing 
responsive documents could result in the appearance of VA OJG supporting one private litigant 
over another. 38 C.F.R. § 14.804). Further, producing documents would require VA OIG 
involvement in issues unrelated to our mission and the use of time and money of the United States 
for private purposes. 38 C.F.R. § 14.804(a) and (1). 


Respectfully, 


Christopher Connor 
Chief, Office of Information Release 


Copy to: 

Office of Chief Counsel, Midwest District 
Department of Veterans Affairs 

1201 Walnut Street, Suite 800 

Kansas City, MO 64106 
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the law office of D 0 N F L 0 N ; p 5 C www.donelonpc.com 


KANSAS CITY ST. LOUIS 


brendan j. donelon 
brendan@donelonpc.com 


July 1, 2022 


Via Email Onl 


Kathleen M. Hunter 
Jason Rudie 
Department of Veterans Affairs 


Jason.rudie@va.gov 
kathleen.hunter@va.gov 


Re: Request for Documents & Depositions under Touhy Regulations 
ULS. ex rel. Schroeder v. Medtronic, Inc., et al. 
D.Kan. case no.: 2:17-02060-DCC-KGG 


Dear Kathleen and Jason: 


It was helpful speaking with you via Zoom on June 23, 2022 regarding our 
January 4 and February 24, 2022 requests to the U.S. V.A. under the Touhy regulations. 
We made seven document/ data requests and eleven deposition requests in our January 
4 letter and an eighth document/ data request in our February 24 letter. In our phone 
conversation, we discussed the V.A. not responding to the deposition requests. I agreed 
to send you a narrower list of deponents to consider— which I emailed on June 23, 2022. 
Also, on June 23, I informed you via email that we had not heard back regarding our 
eighth document/ data request. 


Per our conversation, regarding the eight document/ data requests, I propose the 
following compromise. 


Documents Sought 


1, Documents that address any complaints or investigation into conduct at 
the Dole VA’s catheterization lab involving Medtronic, Inc. or Covidien, Inc. or their 
representatives (e.g., documents from internal incident reports, Facility Administrative 
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Investigative Board (“ AIB”), Office of Inspector General —either VA or Veterans Health 
Administration, office of accountability and whistleblower protection, or U.S. GAO).1 


In our conversation, you informed me that it was your understanding that Mr. 
Connor’s office in Washington, D.C. will be addressing this request. 


2. Documents that reflect any audits or studies comparing the costs or 
clinical outcomes of performing procedures at the Dole VA’s catheterization lab 
compared to other facilities performing the same procedures. This should include data 
reflecting the procedure performed, number medical devices utilized in each procedure, 
serial number and description of devices —this data should be available and 
downloadable via the CPRS and/or Clinical Assessment Report and Tracking 
(“CART”) systems. 


We will limit this request to documents that reflect any audits or studies 
comparing the costs or clinical outcomes of performing procedures at the Dole VA’s 
catheterization lab compared to other facilities performing the same procedures 
conducted in the years 2017-2018. 


3. Documents that reflect any decision to terminate or transfer any employee 
of the Dole VA catheterization lab based upon any remuneration received, cost of 
procedures performed at the lab, excessive inventory, or improper ordering or 
purchasing of medical devices (e.g., disciplinary warnings, investigation board 
documents, investigation documents, police reports). 


In our conversation, you informed me that it was your understanding that Mr. 
Connor’s office in Washington, D.C. will be addressing this request. 


4. Documents that reflect the decision to close the Dole VA catheterization 
lab in August 2018. 


In our conversation, you informed me that it was your understanding that Mr. 
Connor’s office in Washington, D.C. will be addressing this request. 


De Documents that reflect all policies and practices to be followed by the 
employees of the Dole VA’s catheterization lab regarding the purchasing of medical 
devices. 


' Covidien was purchased by Medtronic in 2015. 
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We will withdraw this request. 


6. Documents or data reflecting the acquisition of Medtronic/ Covidien 
medical devices for the Dole VA’s catheterization lab including the names, serial 
numbers, prices, and dates of purchase for said devices. This would include data 
reflecting any recalls regarding Medtronic/ Covidien medical devices for the Dole VA’s 


catheterization lab. (Possible source: The Generic Inventory Package (GIP) is the current software being 
utilized for inventory management of stock. The Automated Engineering Management System/Medical Equipment 
Reporting System (AEMS/MERS) and Maximo are the software systems used to manage non-expendable). 


We will withdraw this request. 


7: Documents that reflect any annual performance audits for the Dole VA 
catherization lab. 


We will withdraw this request. 


8. Documents (or data queried and downloaded from any data storage 
system — preferably in Excel or .csv format) reflecting any of the following information 
pertaining to any procedure performed by Wichita Radiology Group at the Dole VA 
catherization/ cardiac laboratories/radiology suites: (a) patient identification number, 
(b) date of procedure, (c) description of procedure performed, (d) identity of and 
quantity of any medical devices used in procedure, (e) physician(s) performing 
procedure, and (f) identity of any other person present during procedure. 


Your office has not responded to this request. In an attempt to preemptively 
address any objections you might have, we are willing to limit this request to the 
following: 


a. Data reflecting the annual number of interventional procedures performed in 
the Dole VA cath lab by interventional radiologists for the years 2011 through 
2018. 


b. A statistically acceptable sample of patients’ medical records regarding 
interventional procedures performed in the Dole VA cath lab by 
interventional radiologists for the years 2011 through 2018. 


As the VA’s Touhy regulations state, any request that “would violate a 
confidentiality statute’s prohibition against disclosure, disclosure will not be made.” 
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The Relator’s requests do not violate any of the confidentiality statutes identified in the 
VA's Touhy regulations. 


38 U.S.C. § 5701 states in part: 


(b) The Secretary [of VA] shall make disclosure of such files, records, reports, and other 
papers and documents [of current and former Armed Forces members] ... as follows: 
+ + + 
(2) When required by process of a United States court to be produced in any suit 
or proceeding therein pending. 
+ + + 
(6) In connection with any proceeding for the collection of an amount owed to 
the United States by virtue of a person’s participation in any benefit program 
administered by the Secretary when in the judgment of the Secretary such 
disclosure is deemed necessary and proper. 


The Relator has not yet sought the remedy set forth in subsection (2) as he is 
required to first exhaust the Touhy requirements. So, at this time, there is no pending 
order. Subsection (6) clearly applies to this gui tam action. Relator is seeking the 
collection of at least $30 million ($90 million under FCA) owed to the United States as a 
result of illegal bribes being paid in exchange for device purchases at Dole VA. The 
disclosures sought herein are necessary to obtain the amounts owed. 


38 U.S.C. § 7332 states in part: 


(a)(1) Records of the identity, diagnosis, prognosis, or treatment of any patient ... 
relating to drug abuse, alcoholism or alcohol abuse, infection with the human 
immunodeficiency virus, or sickle cell anemia ... shall ... be confidential. 


Relator is not seeking any records or testimony regarding these conditions. Data 
regarding the devices at issue in this case will not contain this information. Regardless, 
any information that might include a patient’s name or identity can be redacted (see § 
5705(b)(2)). In addition, a protective order is in place that will permit documents and 
testimony to be kept “confidential” under that order’s terms. 


It is Relator’s sincere hope that the VA will fully consider the requests made 
herein. Our client looks forward to hearing from you. 


US-000586 


Case 2:22-cv-02209-DDC-KGG Document 14-3 Filed 10/26/22 Page 40 of 113 


the law office of || [) 0 NEL 0 N A P. ( . | www.donelonpe.com 


page 5 
July 1, 2022 
Sincerely, 
Onilp— 
BRENDAN J. DONELON 
BJD/bd 
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From: Connor, Christopher (OIG) 

To: Brendan Donelon 

Cc: Hunter, Kathleen M. (OGC); Rudie, Jason (OGC) 

Subject: RE: U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-02060-DCC-KGG 
Date: Friday, August 19, 2022 3:39:00 PM 


Mr. Donelon, 


The VA Office of Inspector General (OIG) does not plan to send a supplemental response and we 
consider our response complete. 


Although other VA components may have used OIG records to support administrative actions as 
described in request # 3 and # 4, those files are outside OIG control and we cannot search them. In 
addition, any such OIG records would be contained in files described by request # 1, so the requests 
are duplicative to the extent they describe the same OIG records. If the VA Office of General 
Counsel (OGC) discloses files responsive to requests # 3 and # 4, and those files include OIG records, 
OGC can coordinate with OIG at that time. | am on leave today but | will confer with the OGC 
attorneys copied to this email on Monday 


Respectfully, 


Chris Connor 

Chief, Office of Information Release 
Supervisory Attorney 

Office of Inspector General 
Department of Veterans Affairs 


WARNING - This email, and any attachment, is confidential and may be protected by the attorney-client privilege, 
the attorney work product privilege, or another applicable privilege. Any further use or dissemination of this 
material to anyone other than the intended recipient(s) is prohibited, absent authorization of the VA Office of 
Inspector General. If you have received this document in error, please notify the sender. 


From: Brendan Donelon <brendan@donelonpc.com> 

Sent: Friday, August 19, 2022 10:29 AM 

To: Connor, Christopher (OIG) <Christopher.Connor@va.gov> 

Ce: Hunter, Kathleen M. (OGC) <Kathleen.Hunter@va.gov>; Rudie, Jason (OGC) 
<Jason.Rudie@va.gov> 

Subject: [EXTERNAL] U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-02060-DCC- 
KGG 


Dear Mr. Connor, 


Our office is in receipt of your letter dated Aug. 15, 2022 regarding our client’s Touhy 
request related to the above captioned matter. 


Our two Touhy request letters referenced in your August 15 correspondence included 
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eight categories of documents requested. Your letter addressed request #1. 


In working with VA counsel Kathleen Hunter and Jason Rudie on other document 
request categories, they have informed me that your office would be responding to 
request nos. 3 and 4 as well (see attached correspondence). 


As you may be aware, there is a current APA case on file in the District of Kansas to 
compel responses to all our Touhy requests. In order to obtain a “final decision” from 
this agency, we will need responses for requests nos. 3 and 4. Iam sure you and 
counsel Hunter and Rudie can work this out, but we wanted to call this issue to your 
attention. 


Please let me know if you have any questions or concerns. 
Thanks. 


Brendan J. Donelon 
816.221.7100 fax: 816.709.1044 


brendan@donelonpc.com www.donelonpc.com 


the law office of 


4600 madison 


DONELON, P.C. | suite 810 


kansas city mo 64112 

KANSAS CITY $T. LOUIS 
NOTE: The Missouri Bar Disciplinary Counsel requires all Missouri lawyers to notify all recipients of e-mail that (1) e-mail communication 
is not a secure method of communication, (2) any e-mail that is sent to you or by you may be copied and held by various computers it 
passes through as it goes from me to you or vice versa, and (3) persons not participating in our communications may intercept them by 
improperly accessing your computer or my computer or even some computer unconnected to either of us through which the e-mail 
passed. If you do not consent to communicate via e-mail and want future communications to be sent in a different fashion, please let me 
know immediately. If you incorrectly received this email, please call 816-221-7100. 
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From: Brendan Donelon 

To: Connor, Christopher (OIG) 

Cc: Hunter, Kathleen M. (OGC); Rudie, Jason (OGC) 

Subject: [EXTERNAL] RE: U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-02060-DCC-KGG 
Date: Friday, August 19, 2022 4:09:58 PM 

Chris, 


Thank you for your prompt response. I will let the ball stay in Kathleen’s and Jason’s 
court on these two topics and await hearing from them. 


Thanks. 


Brendan J. Donelon 
816.221.7100 fax: 816.709.1044 


brendan@donelonpc.com www.donelonpc.com 


“the law office of 


4600 madison 


DONELON, PC. suite 810 


kansas city mo 64112 


KANSAS CITY ST. LOUIS 
NOTE: The Missouri Bar Disciplinary Counsel requires all Missouri lawyers to notify all recipients of e-mail that (1) e-mail communication 


is not a secure method of communication, (2) any e-mail that is sent to you or by you may be copied and held by various computers it 
passes through as it goes from me to you or vice versa, and (3) persons not participating in our communications may intercept them by 
improperly accessing your computer or my computer or even some computer unconnected to either of us through which the e-mail 
passed. If you do not consent to communicate via e-mail and want future communications to be sent in a different fashion, please let me 
know immediately. If you incorrectly received this email, please call 816-221-7100. 


From: Connor, Christopher (OIG) <Christopher.Connor@va.gov> 

Sent: Friday, August 19, 2022 2:40 PM 

To: Brendan Donelon <brendan@donelonpc.com> 

Ce: Hunter, Kathleen M. (OGC) <Kathleen.Hunter@va.gov>; Rudie, Jason (OGC) 
<Jason.Rudie@va.gov> 

Subject: RE: U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-O2060-DCC-KGG 


Mr. Donelon, 


The VA Office of Inspector General (OIG) does not plan to send a supplemental response and we 
consider our response complete. 


Although other VA components may have used OIG records to support administrative actions as 
described in request # 3 and # 4, those files are outside OIG control and we cannot search them. In 
addition, any such OIG records would be contained in files described by request # 1, so the requests 
are duplicative to the extent they describe the same OIG records. If the VA Office of General 
Counsel (OGC) discloses files responsive to requests # 3 and # 4, and those files include OIG records, 
OGC can coordinate with OIG at that time. | am on leave today but | will confer with the OGC 
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attorneys copied to this email on Monday 
Respectfully, 


Chris Connor 

Chief, Office of Information Release 
Supervisory Attorney 

Office of Inspector General 
Department of Veterans Affairs 


WARNING - This email, and any attachment, is confidential and may be protected by the attorney-client privilege, 
the attorney work product privilege, or another applicable privilege. Any further use or dissemination of this 
material to anyone other than the intended recipient(s) is prohibited, absent authorization of the VA Office of 
Inspector General. If you have received this document in error, please notify the sender. 


From: Brendan Donelon <brendan@donelonpc.com> 

Sent: Friday, August 19, 2022 10:29 AM 

To: Connor, Christopher (OIG) <Christopher.Connor@va.gov> 

Ce: Hunter, Kathleen M. (OGC) <Kathleen.Hunter@va.gov>; Rudie, Jason (OGC) 
<Jason.Rudie@va.gov> 

Subject: [EXTERNAL] U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-02060-DCC- 
KGG 


Dear Mr. Connor, 


Our office is in receipt of your letter dated Aug. 15, 2022 regarding our client’s Touhy 
request related to the above captioned matter. 


Our two Touhy request letters referenced in your August 15 correspondence included 
eight categories of documents requested. Your letter addressed request #1. 


In working with VA counsel Kathleen Hunter and Jason Rudie on other document 
request categories, they have informed me that your office would be responding to 
request nos. 3 and 4 as well (see attached correspondence). 


As you may be aware, there is a current APA case on file in the District of Kansas to 
compel responses to all our Touhy requests. In order to obtain a “final decision” from 
this agency, we will need responses for requests nos. 3 and 4. Iam sure you and 


counsel Hunter and Rudie can work this out, but we wanted to call this issue to your 
attention. 


Please let me know if you have any questions or concerns. 


Thanks. 
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Brendan J. Donelon 
816.221.7100 fax: 816.709.1044 


brendan@donelonpc.com www.donelonpc.com 


the law office of 


4600 madison 


DONELON, P.C. | suite 810 


kansas city mo 64112 

KANSAS CITY $T. LOUIS 
NOTE: The Missouri Bar Disciplinary Counsel requires all Missouri lawyers to notify all recipients of e-mail that (1) e-mail communication 
is not a secure method of communication, (2) any e-mail that is sent to you or by you may be copied and held by various computers it 
passes through as it goes from me to you or vice versa, and (3) persons not participating in our communications may intercept them by 
improperly accessing your computer or my computer or even some computer unconnected to either of us through which the e-mail 
passed. If you do not consent to communicate via e-mail and want future communications to be sent in a different fashion, please let me 
know immediately. If you incorrectly received this email, please call 816-221-7100. 
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From: Brendan Donelon 

To: Connor, Christopher (OIG) 

Cc: Dan Craig 

Subject: [EXTERNAL] U.S. ex rel. Schroeder v. Medtronic, Inc., et al.: case no.: 2:17-cv-02060-DCC-KGG 
Date: Friday, October 7, 2022 12:05:34 PM 

Attachments: Pages from Agency Production 1.pdf 


Amended Protective Order.pdf 


Chris, 


Recently our office received some documents per a Touhy request related to the above 
captioned matter. Per VA counsel Kathleen Hunter who we have been working with, 
the first pages of this production (attached hereto) were provided to her by your 
office — including the redactions. 


We are seeking an explanation for the basis of these redactions. If any privacy issues 
exist because of identifying names, etc., there is a Protective Order in this Case 
(attached) that can be utilized on your end. 


We have a pending Administrative Procedure Act claim addressing our Touhy 
requests and would like to address these redactions in that matter. 


Thanks. 


Brendan J. Donelon 
816.221.7100 fax: 816.709.1044 


brendan@donelonpc.com www.donelonpc.com 


the law office of 


4600 madison 


DONELON, P.C. | suite #10 


kansas city mo 64112 

KANSAS CITY ST. LOUIS 
NOTE: The Missouri Bar Disciplinary Counsel requires all Missouri lawyers to notify all recipients of e-mail that (1) e-mail communication 
is not a secure method of communication, (2) any e-mail that is sent to you or by you may be copied and held by various computers it 
passes through as it goes from me to you or vice versa, and (3) persons not participating in our communications may intercept them by 
improperly accessing your computer or my computer or even some computer unconnected to either of us through which the e-mail 
passed. If you do not consent to communicate via e-mail and want future communications to be sent in a different fashion, please let me 
know immediately. If you incorrectly received this email, please call 816-221-7100. 
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Department of Veterans Affairs 
Office of Inspector General 
Criminal Investigations Division 
Kansas City Resident Agency 
800 East 101* Terrace, Suite 100 
Kansas City, Missouri 64131 


MEMORANDUM FOR RECORD 


Gregory M Owe sae » 


Appr: GMB fysizo” Sars 


File: 2017-1920-IC-0066 
By: SA Nathen Howard, 2/14/2019 


During a VA OIG investigation, it was discovered that Robert J. Dole VAMC employees 
may have received improper gratuities, in the forms of paid lunches, dinners, etc., from 
sales representatives from Medtronic, PLC, a contract vendor. Based upon records 
received from Medtronic, the following employees were listed as receiving paid meals 
by Medtronic Sales Reps: 


RN (Attachment 1) 

RN (Attachment 2) 

RN (Attachment 3) 

RN (Attachment 4) 

RN (Attachment 5) 

RN (Attachment 6) 

Clinical Pharmacist Specialist (Attachment 6) 
Nurse Educator (Attachment 6) 

Advanced MSA (Attachment 6) 

APRN (Attachment 6) 

Prosthetics Representative Supervisor (Attachment 6) 
Chief MAS (Attachment 6) 


OONOARWN= 


Additional names of “VA Employees” were listed but could not be identified definitively 
as current employees. Those names are as follows: 


1. (Attachment 6) 
ef (Attachment 6) 
3 (Attachment 6) 
4. (Attachment 6) 
5. (Possibly RN) (Attachment 7) 
6. ‘ (Possibly RN) (Attachment 8) 
£, (Possibly RN) (Attachment 9) 
The following employees were interviewed during the investigation. Below is a 
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File Number: 2017-1920-IC-0066 
Case Name: Medtronic, PLC 


summary of the interviews. 


On 7/24/2018, i BE RN, was interviewed (Attachment 10) subsequent to 
issuing Garrity Rights (Attachment 11) to which he acknowledged by signing and 
dating. [J stated that on occasion (every other week) a Medtronic Sales Rep 
would buy meals for the Cath Lab. This included lunches being purchased from fast 
food, such as Chik-Fil-A or pizza. However, occasionally it would be from “Scotch and 
Sirloin’. [J also stated he had been “out for drinks” with the Medtronic Rep, but 
denied the Medtronic Rep paying for it. According to J he never went to dinner 
outside of work hours with the Medtronic Rep where the rep paid for it. This contradicts 
the expense report received by Medtronic (Attachment 3), which shows numerous off- 
site meals. 


On 7/24/2018, i] EEE «RN, was interviewed (Attachment 12) subsequent to 
issuing Garrity Rights (Attachment 13) to which she acknowledged by signing and 
dating. JJ stated that the Medtronic Rep had provided “snacks from time to time” 
as long as she has been at the VA. When asked about meals or lunches, 
again stated “snacks”. These statements directly contradict the expense report 
(Attachment 1) received by Medtronic detailing expenses for 


On 7/24/2018, RN, was interviewed (Attachment 14) subsequent to 
issuing Garrity Rights (Attachment 15) to which she acknowledged by signing and 
dating. [MJ stated she was aware of an “end of year lunch” that had a $10 limit 
that was paid for by the Medtronic Rep. [MM stated she did not work a lot of 
Mondays and it was her understanding that was when the lunches were provided. 
However, if lunches were provided on Wednesdays when she worked it was the 
Medtronic Rep paying for it. The rep would ask if what they wanted to eat, he was 
ordering from Chipotle, Firehouse, etc. According to J she only received two 
paid lunches from the Medtronic rep and she was unsure how many lunches were 
received by other employees. [MM stated she is “pretty sure there is 
documentation in the VA system saying you cannot accept gifts or food from a vendor.” 
GE stated she did not go out for dinners with the Medtronic rep, but she did go to 
a Christmas dinner with “Monique”, a Rep from an unknown company. There were 
multiple employees that went and it was hosted at “ABI”. She described the dinner as 
hosted for the VA employees by the company. 


On 7/24/2018, RN, was interviewed (Attachment 16) subsequent to 
issuing Garrity Rights (Attachment 17) to which she acknowledged by signing and 
dating. [J stated the Medtronic Rep routinely pays for/brings lunch for the 
employees of the Cath Lab. She described that every time there are “leg cases” the rep 
would lunch; asking everybody what they wanted and sometimes it would be pizza or 
sandwiches. When asked if she knew any policies or regulations about reps buying 
dinners, lunches, etc., she stated “I guess not”. She went on to say she “had so many 
dinners and had reps buy food for me all the time at Galichia”. [J also recalled a 
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dinner she attended, hosted by Monique Lloyd. This dinner was during Christmas and it 
was labeled as a Christmas dinner with no educational benefit. J did not pay for 


her meal, but is unsure if Monique or “Abid” paid for it. 


ATTACHMENTS (All Photocopies): 


Copy, Expense Report — 
Copy, Expense Report — 
Copy, Expense Report — 
Copy, Expense Report — 
Copy, Expense Report = 
Copy, Expense Report — Multiple Employees 
Copy, Expense Report — 
Copy, Expense Report - 
Copy, Expense Report - 
10. Copy, Interview Transcript of 
11.Copy, Garrity Rights Form — 
12.Copy, Copy, Interview Transcript of 
13.Copy, Garrity Rights Form 
14. Copy, Interview Transcript of 
15. Copy, Garrity Rights Form = 
16. Copy, Interview Transcript of 
17.Copy, Garrity Rights Form — 
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UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF KANSAS 


ex rel. THOMAS SCHROEDER 
Plaintiff, 

Vv. Case No. 17-2060-DCC-KGG 

MEDTRONIC, INC., COVIDIEN, L.P. 

HUTCHINSON REGIONAL 


MEDICAL CENTER, and WITCHITA 
RADIOLOGICAL GROUP, P.A..,, 


SOS OW aS’ 


Defendants. 


AMENDED PROTECTIVE ORDER 


The parties agree during the course of discovery it may be necessary to disclose 
certain confidential information relating to the subject matter of this action. They agree 
certain categories of such information should be treated as confidential, protected from 
disclosure outside this litigation, and used only for purposes of prosecuting or defending 
this action and any appeals. The parties jointly request entry of a protective order to limit 
the disclosure, dissemination, and use of certain identified categories of confidential 
information. 

The parties assert in support of their request that protection of the identified 
categories of confidential information is necessary because: 

e Relator’s claims may involve or put at issue personal information of 


individuals who are not a party to the case, including confidential 
information related to medical care, employment, or financial information; 
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e Relator’s claims may involve or put at issue commercial information 
pursuant to Fed. R. Civ. P. 26(c)(1)(G) and the parties are business 
competitors. 


For good cause shown under Fed. R. Civ. P. 26(c), the court grants the Relator’s 
Unopposed Motion to Amend Protective Order [ECF No. 180] and hereby enters the 
following Protective Order: 

if Scope. All documents and materials produced in the course of discovery of 
this case, including initial disclosures, responses to discovery requests, all deposition 
testimony and exhibits, and information derived directly therefrom (hereinafter, 
collectively, “documents’’), are subject to this Order concerning Confidential Information 
as set forth below. As there is a presumption in favor of open and public judicial 
proceedings in the federal courts, this Order will be strictly construed in favor of public 
disclosure and open proceedings wherever possible. 

Z Definitions. 

a. “Attorney” means an attorney who has appeared as counsel of record in 
this action; 
b. “Confidential” or “Confidential Information” is defined as information that 

the producing party designates in good faith has been previously maintained in a 

confidential manner and should be protected from disclosure and use outside the 

litigation because its disclosure and use are restricted by statute or could 


potentially cause harm to the interests of the disclosing party or nonparties. For 
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purposes of this Order, the parties will limit their designation of “Confidential 
Information” to the following categories of information or documents: 
i. Personal information on parties or individuals, including medical 
information and records, employment information, and financial 


information; and 


ii. Confidential commercial information pursuant to Fed. R. Civ. P. 


26(c)(1)(G). 
Information or documents that are available to the public may not be designated as 
Confidential Information. 

c. “Confidential — Attorney’s Eyes Only” means Confidential information or 
documents designated as Attorney’s Eyes Only pursuant to Section 3(b) below; 

d. To “destroy” electronically stored information means to delete from all 
databases, applications, and file systems so that the information is not accessible 
without the use of specialized tools or techniques typically used by a forensic expert; 

e. “Document” means documents and materials produced in the course of 
discovery of this case, including initial disclosures, responses to discovery requests, 
all deposition testimony and exhibits, and information derived directly therefrom; 

f. “Notice” or “notify” means written notice; and 

g. “Party” means a party to this action, and for Defendants includes employees, 
agents, and representatives. 


h. “United States” means the real party in interest, the United States of 
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America. 

J Form and Timing of Designation. 

a. The producing party or non-party may designate documents as containing 
Confidential Information and therefore subject to protection under this Order by marking 
or placing the words “CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER” 
(hereinafter, “the marking”) on the document and on all copies in a manner that will not 
interfere with the legibility of the document. 

b. If the confidential documents contain highly sensitive trade secrets or other 
highly sensitive competitive or confidential information, and disclosure to another party 
would result in demonstrable harm to the disclosing party, the parties may stipulate or move 
for the establishment of an additional category of protection (marked “Confidential — 
Attorneys’ Eyes Only”’) that prohibits disclosure of such documents or information to that 
category or that limits disclosure only to specifically designated in-house counsel or party 
representative(s) whose assistance is reasonably necessary to the conduct of the litigation 
and who agree to be bound by the terms of the Order. 

c. As used in this Order, “copies” includes electronic images, duplicates, extracts, 
summaries, or descriptions that contain the Confidential Information. 

d. The marking will be applied prior to or at the time the documents are produced 
or disclosed. Applying the marking to a document does not mean that the document has 


any status or protection by statute or otherwise except to the extent and for the purposes of 
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this Order. Copies that are made of any designated documents must also bear the marking, 
except that indices, electronic databases, or lists of documents that do not contain 
substantial portions or images of the text of marked documents and do not otherwise 
disclose the substance of the Confidential or Confidential Attorney Eyes Only are not 
required to be marked. By marking a designated document as confidential, the designating 
attorney or party appearing pro se thereby certifies that the document contains Confidential 
or Confidential Attorney Eyes Only information as defined in this Order. 

e. All documents produced by such non-parties shall be treated as “Confidential” 
for a period of 14 days from the date of their production, and during that period any party 
may designate such documents as “Confidential” or invoke the process set forth in 
paragraph 3b for “Confidential Attorney’s Eyes Only” pursuant to the terms of the 
Protective Order. 

4. Inadvertent Failure to Designate. Inadvertent failure to designate any 
document or material as containing Confidential or Confidential Attorney Eyes Only 
information will not constitute a waiver of an otherwise valid claim of confidentiality 
pursuant to this Order, so long as a claim of confidentiality is asserted within 15 days after 
discovery of the inadvertent failure. 

5. Depositions. Deposition testimony will be deemed confidential only if 
designated as such when the deposition is taken or within 30 days after receipt of the 


deposition transcript. Such designation must be specific as to the portions of the transcript 
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and/or any exhibits to be protected. 

If a witness is expected to testify as to confidential or proprietary information, a 
party may request that the witness’s deposition be taken in the presence of only those 
persons entitled to receive the designated documents. 

6. Protection of Confidential Material. 

(a) General Protections. Except as set forth in Paragraph 7, designated 
Confidential or Confidential Attorneys Eyes Only information must be used or disclosed 
solely for purposes of prosecuting or defending this lawsuit, including any appeals or any 
other related legal proceeding brought by one of the parties to this litigation. 

(b) Who May View Designated Confidential Information. Except 
with the prior written consent of the designating party or prior order of the court, designated 
Confidential Information may only be disclosed to the following persons: 

(1) The parties to this litigation, including any employees, agents, 

and representatives of the parties; 
(2) | Counsel for the parties and employees and agents of counsel; 
(3) Counsel for the United States, including United States 
Department of Justice attorneys and United States Attorneys, 
and their authorized subordinates, investigators, auditors, 
client agency personnel, agents, contractors, or others who are 


assisting with investigations or litigation of issues similar to 
this action; 


(4) | The court and court personnel, including any special master 
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appointed by the court, and members of the jury; 


(5) Court reporters, recorders, and videographers engaged for 
depositions; 


(6) | Any mediator appointed by the court or jointly selected by the 
parties; 


(7) — Any expert witness, outside consultant, or investigator retained 
specifically in connection with this litigation, but only after 
such persons have completed the certification contained in 
Attachment A, Acknowledgment and Agreement to be Bound; 


(8) Any potential, anticipated, or actual fact witness and his or her 
counsel, but only to the extent such confidential documents or 
information will assist the witness in recalling, relating, or 
explaining facts or in testifying, and only after such persons 
have completed the certification contained in Attachment A; 


(9) The author or recipient of the document (not including a person 
who received the document in the course of the litigation); 


(10) Independent providers of document reproduction, electronic 
discovery, or other litigation services retained or employed 


specifically in connection with this litigation; and 


(11) Other persons only upon consent of the producing party and on 
such conditions as the parties may agree. 


(c) Who May View Designated Confidential Attorney Eyes Only 
Information. Documents designated as “Confidential Attorney Eyes Only” may be used 
only in this action, and no person receiving any such documents shall, directly or indirectly, 
transfer, disclose, or communicate in any way the contents of the documents except to those 


specified in Section 3(b)(2)-(6), (9)-(10). 
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(d) Control of Documents. The parties must take reasonable efforts to 
prevent unauthorized or inadvertent disclosure of documents designated as containing 
Confidential or Confidential Attorney Eyes Only information pursuant to the terms of this 
Order. Counsel for the parties must maintain a record of those persons, including 
employees of counsel, who have reviewed or been given access to the documents, along 
with the originals of the forms signed by those persons acknowledging their obligations 
under this Order. 

Ts Use Of Confidential or Confidential Attorneys Eyes Only Information 
By the United States - Disclosure to Agencies or Departments of the United States. 
Nothing contained in this Protective Order shall prevent or in any way limit or impair the 
right of the United States to disclose to any agency or department of the United States, or 
any division of any such agency or department, designated confidential documents relating 
to any potential violation of law or regulation, or relating to any matter within that agency's 
jurisdiction, nor shall anything contained in this Protective Order prevent or in any way 
limit or impair the use of any such designated confidential documents by an agency in any 
proceeding relating to any potential violation of law or regulation, or relating to any matter 
within that agency’s jurisdiction; provided, however, that the agency shall maintain the 
confidentiality of the designated confidential documents consistent with the terms of this 
Protective Order. 


8. Disclosures to Congress. Nothing contained in this Protective Order shall 
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prevent or in any way limit or impair the right of the United States to provide designated 
confidential documents to a Congressional entity; provided, however, that the United States 
shall notify the Congressional entity requesting the documents that the designated 
confidential documents have been produced pursuant to this Protective Order and shall, if 
there are no objections interposed by the Congressional entity requesting the documents, 
use reasonable efforts to notify the producing party or nonparty of the Congressional 
entity's request and the United States' response thereto. 

9. Filing of Confidential or Confidential Attorney Eyes Only Information. 
Ifa party seeks to file any document containing Confidential or Confidential Attorney Eyes 
Only information subject to protection under this Order, that party must take appropriate 
action to ensure that the document receives proper protection from public disclosure, such 
as: (a) filing a redacted document with the consent of the party who designated the 
document as confidential; or (b) seeking permission to file the document under seal by 
filing a motion for leave to file under seal in accordance with D. Kan. Rule 5.4.6. Nothing 
in this Order will be construed as a prior directive to allow any document to be filed under 
seal. The mere designation of information as confidential pursuant to this Order is 
insufficient to satisfy the court’s requirements for filing under seal in light of the public’s 
qualified right of access to court dockets. The parties understand that the requested 
documents may be filed under seal only with the permission of the court after proper 


motion. If the motion is granted and the requesting party permitted to file the requested 
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documents under seal, only counsel of record and unrepresented parties will have access 
to the sealed documents. Pro hac vice attorneys must obtain sealed documents from local 
counsel. 

10. Challenges to a Confidential Designation. The designation of any material 
or document as Confidential Information is subject to challenge by any party. Before filing 
any motion or objection to a confidential designation, though, the objecting party must 
meet and confer in good faith to resolve the objection informally without judicial 
intervention. A party that elects to challenge a confidentiality designation may file a 
motion that identifies the challenged material and sets forth in detail the basis for the 
challenge; the parties are strongly encouraged to consider arranging a telephone conference 
with the undersigned magistrate judge before filing such a motion, but such a conference 
is not mandatory. The burden of proving the necessity of a confidentiality designation 
remains with the party asserting confidentiality. Until the court rules on the challenge, all 
parties must continue to treat the materials as Confidential Information under the terms of 
this Order. 

11. Use of Confidential or Confidential Attorney Eyes Only Documents or 
Information at Trial or Hearing. Nothing in this Order will be construed to affect the 
use of any document, material, or information at any trial or hearing. A party that intends 
to present or anticipates that another party may present Confidential or Confidential 


Attorney Eyes Only information at a hearing or trial must bring that issue to the attention 
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of the court and the other parties without disclosing the designated information. The court 
may thereafter make such orders as are necessary to govern the use of such documents or 
information at the hearing or trial. 

12. Obligations on Conclusion of Litigation. 

(a) Order Remains in Effect. Unless otherwise agreed or ordered, all 
provisions of this Order will remain in effect and continue to be binding after conclusion 
of the litigation. 

(b) Return of Confidential Documents. Within 45 days after this 
litigation concludes by settlement, final judgment, or final order, including all appeals, all 
documents designated as containing Confidential or Confidential Attorney Eyes Only 
Information, including copies as defined above, will be returned or destroyed by the 
receiving party. The producing party shall be notified of compliance with this provision. 
This provision does not apply to the attorneys’ retention of their attorney-client files. 

(c) Retention of Work Product. Notwithstanding the above 
requirements to return or destroy documents, counsel may retain attorney work product, 
including an index which refers or relates to designated Confidential or Confidential 
Attorneys Eyes Only information, so long as that work product does not duplicate verbatim 
substantial portions of the text or images of designated documents. This work product will 
continue to be confidential under this Order. 


13. Order Subject to Modification. This Order is subject to modification by 
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the court on its own motion or on motion of any party or any other person with standing 
concerning the subject matter. The Order must not, however, be modified until the parties 
have been given notice and an opportunity to be heard on the proposed modification. 

14. Enforcement of Protective Order. Even after the final disposition of this 
case, a party or any other person with standing concerning the subject matter may file a 
motion to seek leave to reopen the case for the limited purpose of enforcing or modifying 
the provisions of this Order. 

15. No Prior Judicial Determination. This Order is entered based on the 
representations and agreements of the parties and for the purpose of facilitating discovery. 
Nothing in this Order will be construed or presented as a judicial determination that any 
document or material designated as Confidential Information by counsel or the parties is 
entitled to protection under Fed. R. Civ. P. 26(c) or otherwise until such time as the court 
may rule on a specific document or issue. 

16. Persons Bound by Protective Order. This Order will take effect when 
entered and is binding upon all counsel of record and their law firms, the parties, and 
persons made subject to this Order by its terms. 

17. Applicability to Parties Later Joined. If additional persons or entities 
become parties to this lawsuit, they must not be given access to any Confidential 
Information until they execute and file their written agreement to be bound by the 


provisions of this Order. 
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18. Protections Extended to Third-Party’s Confidential Information. The 
parties agree to extend the provisions of this Protective Order to Confidential Information 
produced in this case by third parties, if timely requested by the third party. 

19. Confidential Information Subpoenaed or Ordered Produced in Other 
Litigation. If a receiving party is served with a subpoena or an order issued in other 
litigation that would compel disclosure of any material or document designated in this 
action as Confidential Information, the receiving party must so notify the designating party, 
in writing, immediately and in no event more than three business days after receiving the 
subpoena or order. Such notification must include a copy of the subpoena or court order. 

The receiving party also must immediately inform in writing the party who caused 
the subpoena or order to issue in the other litigation that some or all of the material covered 
by the subpoena or order is the subject of this Order, and deliver a copy of this Order 
promptly to the party in the other action that caused the subpoena to issue. 

The purpose of imposing these duties is to alert the interested persons to the 
existence of this Order and to afford the designating party in this case an opportunity to try 
to protect its Confidential Information in the court from which the subpoena or order 
issued. The designating party bears the burden and the expense of seeking protection in 
that court of its Confidential Information, and nothing in these provisions should be 
construed as authorizing or encouraging a receiving party in this action to disobey a lawful 


directive from another court. The obligations set forth in this paragraph remain in effect 
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while the party has in its possession, custody, or control Confidential Information 
designated by the other party to this case. 

20. Disclosure of Confidential Information Covered by Attorney-Client 
Privilege or Work Product. Whether inadvertent or otherwise, the disclosure or 
production of any information or document that is subject to an objection on the basis of 
attorney-client privilege or work-product protection, including, but not limited to, 
information or documents that may be considered Confidential Information under the 
Protective Order, will not be deemed to waive a party’s claim to its privileged or protected 
nature or estop that party or the privilege holder from designating the information or 
document as attorney-client privileged or subject to the work-product doctrine at a later 
date. Any party receiving any such information or document must return it upon request 
to the producing party. Upon receiving such a request as to specific information or 
documents, the receiving party must return the information or documents to the producing 
party within 30 days, regardless of whether the receiving party agrees with the claim of 
privilege and/or work-product protection. Disclosure of the information or document by 
the other party prior to such later designation will not be deemed a violation of the 
provisions of this Order. Although the provisions of this section constitute an order 
pursuant to Rule 502(d) and (e) of the Federal Rules of Evidence, and will be construed in 
a manner consistent with the maximum protection provided by said rule, nothing in this 


Order is intended or will be construed to limit a party’s right to conduct a review of 
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documents, including electronically-stored information, for relevance, responsiveness, or 
segregation of privileged or protected information before production. 

21. Jurisdiction. The court’s jurisdiction to enforce the provisions of this Order 
will terminate on the final disposition of this case. But a party may file a motion to seek 
leave to reopen the case to enforce the provisions of this Order. 


IT IS SO ORDERED. 


Dated: August 2, 2022 


/S KENNETH G. GALE 
U.S. Magistrate Judge 
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ATTACHMENT A 
ACKNOWLEDGMENT AND AGREEMENT TO BE BOUND 

The undersigned hereby acknowledges that he/she has read the Protective Order 
dated in the case captioned, : 
and attached hereto, understands the terms thereof, and agrees to be bound by its terms. 
The undersigned submits to the jurisdiction of the United States District Court for the 
District of Kansas in matters relating to this Protective Order and understands that the terms 
of the Protective Order obligate him/her to use materials designated as Confidential 
Information in accordance with the order solely for the purposes of the above-captioned 
action, and not to disclose any such Confidential Information to any other person, firm, or 
concern, except in accordance with the provisions of the Protective Order. 

The undersigned acknowledges that violation of the Protective Order may result in 
penalties for contempt of court. 
Name: 
Job Title: 
Employer: 


Business Address: 


Date: 
Signature 
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the law office of www.donelonpc.com 


DONELON, P.C. 


KANSAS CITY ST. LOUIS 


brendan j. donelon 
brendan@donelonpc.com 


October 18, 2022 


Via Mail and Email 


Kathleen M. Hunter 

Staff Attorney 

Department of Veterans Affairs 

Office of Chief Counsel, Midwest District 
1201 Walnut Street, Suite 800 

Kansas City, MO 64106 
kathleen.hunter@va.gov 


Re: Request for Documents & Depositions under Touhy Regulations 
U.S. ex rel. Schroeder v. Medtronic, Inc., et al. 
D.Kan. case no.: 2:17-02060-DCC-KGG 


Dear Ms. Hunter: 
Introduction 


On behalf of our client Relator Thomas Schroeder in the above captioned case, 
our office is hereby making a Touhy request (38 C.F.R. § 14.800 et seq.) for a brief 
deposition of a former employee of the Robert J. Dole Veterans Administration Medical 
Center in Wichita, Kansas (“Dole VA”). 


Our office appreciates the VA’s mission and intends to work through these 
requests under the best of intentions. To that end, we are certainly open to resolving 
these requests in the best possible way. 


General Background & Status of Case 


On January 30, 2017, Thomas Schroeder (“Relator”), brought claims against 
Defendant Medtronic, Inc. (“Medtronic”) and Hutchinson Regional Medical Center 
(“Hutchinson”) (collectively referred to as “Defendants”) for treble damages and civil 
penalties. These claims arise from Medtronic’s alleged payment of illegal remuneration 
to employees at Hutchinson and Dole VA in exchange for them purchasing medical 
devices. Relator also alleges that Medtronic influenced medically unnecessary services 
and promoted devices for “off-label” use at Dole VA. In turn, Relator alleges that this 
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conduct induced false claims to be made to, and reimbursed by, the VA, Tricare, 
Medicare, Medicaid and other federal healthcare providers in violation of the False 
Claims Act, 31 U.S.C. § 3729, et seq. (“FCA”). Regarding the illegal remuneration claims, 
Relator relies upon the federal Anti-Kickback Statute (“ AKS”), 42 U.S.C. § 1320a-7b(b), 
to pursue his claims under the FCA. In violation of the FCA, Relator has alleged 
Defendants (i) “presented — or caused to be presented” —claims that were false or 
fraudulent to federal healthcare providers, § 3729(a)(1)(A); (ii) “made—or caused to be 
made” — false claims to federal healthcare providers, § 3729(a)(1)(B); and (iii) conspired 
to commit violations of the FCA, § 3720(a)(1)(B). Regarding the medically unnecessary 
claim, Relator alleges that physicians with Wichita Radiological Group (“WRG”) (under 
contract to perform services at Dole VA) performed unnecessary (and even harmful) 
treatment during peripheral arterial disease (“PAD”) vascular procedures at its cath lab. 
This includes performing procedures that were not even necessary, using excessive 
devices, and using devices off label. 


The United States declined to intervene in this matter. On April 13, 2020, the 
Court unsealed the Relator’s Amended Complaint. On September 11 and 19, 2020, 
respectively, Defendants Medtronic and Hutchinson filed motions to dismiss the 
Relator’s Second Amended Complaint. On September 14, 2021, the district court issued 
an order denying Hutchinson’s motion, and granting and denying in part Medtronic’s 
motion. U.S. ex rel. Schroeder v. Medtronic, Inc., 17-2060-DDC-KGG, 2021 WL 4168140 (D. 
Kan. Sept. 14, 2021). In its order, the Court found the allegations involving veterans’ 
treatment at Dole VA disturbing. The Court expressed this concern when commenting 
that the alleged “potentially dangerous medical procedures” were “troubling.” 


The case has now reached the “discovery” phase, where relevant information 
may be sought and gathered. The Relator needs the documents and depositions 
requested herein to litigate his claims involving Medtronic’s behavior at Dole VA. 
Ultimately, this will assist in pursuing the VA’s mission to properly care for our 
veterans. Also, as a steward of taxpayer funds, it will ensure unnecessary treatments — 
or purchases subject to illegal bribes— are remedied. The VA has a substantial interest 
in this qui tam litigation. Relator conservatively estimates that over $30 million in 
Medtronic devices were purchased by the Dole VA resulting from illegal remuneration 
between January 2011 through August 2018.1 With the FCA’s treble damages, this 
could equal $90 million in recovery for the federal government. 


Deposition Sought 


1 This period covers six years from Relator’s claims under the FCA up through the closing the VA’s 
catherization lab in August 2018. 
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